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Continuation of Box II. 2 
Claims Nos.: 1-86 1n part 



Present Independent claims 1, 34 and 54 relate to an extremely large 
number of possible compositions (combination of nanoparticles of an 
"anglogenesis inhibitor" and a "surface stabilizer", any combination 
being possible with no particular limitation). Support within the 
meaning of Article 6 PCT and/or disclosure within the meaning of Article 
5 PCT is to be found, however, for only a very small proportion of the 
compositions claimed, namely those wherein the anglogenesls Inhibitor 1s 
2-methoxyestrad1ol , for the following reasons: 

The technical problem to be solved is the provision .of stable 
nanopartlculate dispersions of anglogenesls inhibitors comprising a 
surface stabilizer wherein the nanoparticles (having a mean particle 
size of less than 2000 nm) do not aggregate/agglomerate significantly 
following storage, i.e. the mean particle size of the nanoparticulate 
dispersions does not significantly grow upon storage. The problem of 
particle aggregation in nanoparticulate dispersions depends on surface 
Interactions between the particles. It is obvious that such surface 
Interactions will be different for different active agents and different 
surface stabilizers as a function of their physicochemical 
characteristics. Not all surface stabilizers will function to produce a 
non-agglomerated nanoparticulate composition for all active agents. The 
application provides data showing that the relevant technical problem 1s 
solved for 2-methoxyestrad1ol by means of stable nanocrystalUne 
dispersions of said compound and a surface stabilizer such as HPC, HPMC, 
lysozyme, or copovldonum possibly 1n combination with docusate sodium 
(DOSS) (see the examples). However, claim 2 recites a large 11st of 
other possible anglogenesls Inhibitors, and claims 12-14 recite a large 
11st of other possible surface stabilizers, having very different 
physicochemical properties. The content, of the application does not 
provide any evidence at all 1n order to make credible that the relevant 
technical problem 1s also solved for each one of the possible 
anglogenesls inhibitor-surface stabilizer combinations claimed. 
Therefore, nanoparticulate dispersions of the anglogenesis inhibitors 
recited in claim 2 other than 2-methoxyestradiol are not considered to 
be sufficiently disclosed in the application. 

Accordingly, 1n the present case claims 1, 34 and 54 so lack support, 
and/or the application so lacks disclosure, that a meaningful search 
over the whoie of the claimed scope is impossible. Consequently, the 
search has been carried out for those parts of the claims which appear 
to be supported and sufficiently disclosed, namely those parts relating 
to the compositions wherein the anglogenesls inhibitor 1s 
2-^nethoxyestrad1ol 1n the sense of claim 3, and wherein the surface 
stabilizer comprises a polymer as above (see examples). 

The applicant's attention is drawn to the fact that claims relating to 
Inventions 1n respect of which no international search report has been 
established need not be the subject of an international preliminary 
examination (Rule 66.1(e) PCT). The applicant is advised that the EPO 



r 

WO091 14695 ffi(e://dcwas02/ipdata/IP/FOLEYPat/PatentDocuments/WQ09114695.CPC1 



Page 70 of 74 



International Application No. PCT/US2009 /036965 



FURTHER INFORMATION CONTINUED FROM PCT71SA/ 210 



policy when acting as an International Preliminary Examining Authority is 
normally not to carry out a preliminary examination on matter which has 
not been searched. This is the case irrespective of whether or not the 
claims are amended following receipt of the search report or during any 
Chapter II procedure. If the application proceeds Into the regional phase 
before the EPO, the applicant is reminded that a search may be carried 
out during examination before the EPO (see EPO Guideline C-VI, 8.2), 
should the problems which led to the Article 17(2)PCT declaration be 
overcome . 
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Box No. II Observations where certain claims were found unsearchable (Continuation of item 2 of first sheet) 



This International search report has not been established In respect of certain claims under Article 17(2)(a) for the following reasons: 
1. I™] Claims Nos.: 

because they relate to subject matter not required to be searched by this Authority, namely: 



2. PTJ cia.msNos.: 1-86" In part 

because they relate to parts of the International application that do not comply with the prescribed requirements to such 
an extent that no meaningful International search can be carried out, specifically: 

see FURTHER INFORMATION sheet PCT/ISA/210 



3. 1 1 Claims Nos.: 

because they are dependent claims and are not drafted In accordance with the second and third sentences of Rule 6.4(a). 



Box No. Ill Observations where unity of invention is lacking (Continuation of item 3 of first sheet) 



This International Searching Authority found multiple inventions In this International application, as follows: 

1. claims: 1-86 1n part 

A nanoparticul ate composition comprising an angiogenesis 
inhibitor (particle size less than 2000 nm), and a surface 
stabilizer. Each single active agent defined 1n claim 2 

1 . I I As all required additional search fees were timely paid by the applicant, this International search report covers allsearchable 
■ — ' claims. 

2. HO As ali searchable claims could be searched without effort justifying an additional fees, this Authority did not Invite payment of 

additional fees. 



3. I I As only some of the required additional search fees were timely paid by the applicant, this international search reportcovers 
1 — ' only those claims for which fees were paid, specifically claims Nos.: 



4. LJ No required additional search fees were timely paid by the applicant. Consequently, this International search report Is 
restricted to the Invention first mentioned In the claims; It Is covered by claims Nos.: 



Remark on Protest f |The additional search fees were accompanied by the applicant's protest and, where applicable, the 

1 — 1 payment of a protest fee. 

□The additional search fees were accompanied by the applicant's protest but the applicable protest 
fee was not paid within the time limit specified In the invitation. 

[ | No protest accompanied the payment of additional search fees. 
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This International Searching Authority found multiple (groups of) 
inventions in this International application, as follows: 

1. claims: 1-86 in part 

A nanopartlculate composition comprising an angiogenesls 
inhibitor (particle size less than 2000 nm), and a surface 
stabilizer. Each single active agent defined in claim 2 
represents a separate invention. 
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